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DFft cm t ^ ZJZJ Aft^ WZ ^ 12 3fhr 18 ^ ^ fM^ zz^ ^ I 
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: ^^ 3T^ 3TR 


wrrft % ^ 3^R ^5TT?n t fe 3^ c( VlkcE'dl ^ ^ 

^ 3fk ^ 3#i: ^ ^ Tn%i;r fuj^lnfii ^ Tt i 

TldVllNl ^^ ddl'j/Hdl % ^TT^nn ^ ^ ^ '5 TRT[t rn%TT I .3T^^Tfr?f 

(iii) 3d5^^%qFT 1 4 'qFT l-TT%t[^^^rdHfdif^d 3TrT; 

^^5TlfeT%qT WIT, 31^ :- 


TTFT I - ^ 


^ifn^rdd 3^f^^rdnld diddrdi ^^Rid % PtHl^i %fotfdfdM :- 

1. HhI^I % Rdd y'Jdd ^td dldTl dfddd d^td, dTYTdwTT^, hf-Sdl, dtSdT3flT 
^ % iki feri^ fw f 3d, f¥drf arid 3dJ^ 

3Tfrrf^ ^ ( ^kR, W 3^-55^ ) 3TtT dndT 
wd k: 3k: 3^d5dldd-^ rrh dki kk :- 


fTTRTTdlTTd^ 


(^) iddiki kd 3k ^ dkf m kr; 
(d) Rfkd 3k ddRd kr; 
(k^kdTRdTd sk^fedddak; 3k 
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cnf^ofM, ^3TT, ^3ftTkdc{MH I 

2. afenTdc^^Kl’ 

^^wwr, I 

4. eT^d^, ^FiTF^, Wdld^WT 

d^nlc^i' -^,4 d iR‘^^ ^ETfer 16 ^ ot w : 
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5. 'dTlJJtl I 

6. y^ LbdTd^ ^ TfhTf 3% 316 ^ dHI ^>11 I 

7. ^f^%37f^y^y?F%f^3?^^^^'JJ,u|cid!^ 

8. T^ (II) % 3q^jyR y%oT sTcRs^m cbK'^ i4 % yfm 4 ^ affr 
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[^. ^'. W-l 1014/l/2006-*'-S'^W*^T'yfl] 

fm 

MIMOTiYOF HEAIJH FAMILY WELFARE 
(Department of Health) 

NOnnCATION 

New Delhi, the 13th October, 2006 

G.S.R. 635(E).— The following draft of certain rules further to amend 
the Drugs and Cosmetics Rules. 1945, which the Centra! Government 
proposes to make, after consultation with the Drugs Technical Advisory 
Board, in exercise of the powers conferred by section 12 and section 33 of the 
Drugs and Cosmetics Act, 1940 (23 of 1940). is hereby published as required 
by the said sections of the said Act, for the information of all persons likely to 
be affected thereby, and the notice is hereby,given that the said draft rules will 
be taken Into consideration after the expiry of a period of forty-five days from 
the date on which the copies of the Official Gazette in which this notification is 
published, are made available to the public; 

Objections or suggestions, if any, may be addressed to the Secretary, 

Ministry of Health and Family Welfare, Government of India, Nirman Bhavan, 

New Delhi- 110011; ^ . 

Any objection or suggestion which may be received from any person 
with respect to the said draft rules, before the expiry of the period as specified 
above, will be taken into consideration by the Central Government, 

DRAFT RULES 

1. (1) These rules may be called the Drugs and Cosmetics 
(.Amendment) Rules, 2006. 

(2) They shall come into force on the date of their final publication in 

the Official Gazette. 
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(2) In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as 
the said rules),- 

(i) in SCHEDULE D, after item number 6 and the entries relating 
there to, the following shall be inserted, namely:- 

Class of drugs Extent and conditions of 

exemption 


The provisions of Chapter 111 of the 
Act and rules thereunder which 
require them to be covered by an 
import licence, import registration 
and import through notified port 
of entry, subject to the condition 
that these drugs shall not be 
diverted for sale in the country: 

Provided that prior permission is 
obtained from the licensing 
authority for the import of drugs 
which are permitted to be 
distributed in the country. 
Separate permission from the 
Narcotics Commissioner of India 
shall also be obtained for drug 
formulation containing Narcotic or 
Psychotropic drugs. The records of 
import and distribution shall be 
maintained for a period of three 
years and shall be open to 
inspection by an inspector 
appointed under the Act.”; 

(ii) in SCHEDULE F (II), to the said rules, under the heading 
“STANDARDS FOR SURGICAL DRESSINGS”,- 

(a) before the opening paragraph the following sub-heading shall 
be inserted, namely:- 

“TYPEA”; 


“7. Drugs formulations imported as 
gifts or donations by registered 
charitable institutions or trusts for 
free distribution to patients for 
humanitarian purpose. 



(b) in the opening paragraph,- 
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(I) before the word “Synonyms”, the following paragraph 
heading shall be inserted, namely:- 

“Bandage Cloth”; 

(II) For the words “Synon 3 ms: Bandage Cloth, Bleached 
Bandage Cloth, Rolled Bandage, Open Wove Bandage, Cotton 
Bandage Cloth”, the following words shall be substituted^ 
namely 

“Synonyms; Bleached Bandage Cloth, Rolled Bandage, Open 
Wove Bandage, Cotton Bandage Cloth.”; 

(c) after the paragraph “packing, labeling and storage” relating 
to Absorbent Gauze and before the heading “METHODS OF 
TEST”, the following shall be inserted, namely:- 

“TYPE B 

Bandage Cloth 

Synonyms: Bleached Bandage Cloth, Rolled Bandage, 
Open wove Bandage, Cotton Bandage Cloth. 

Bandage cloth consists of cotton cloth of plain weave 
made from machine spun yam of suitable count to comply with a 
bleached count between 12 tex and 18 tex for both warp and 
weft. The fabric contains no filling, sizing or dressing materials. It 
may be supplied uncut and folded or cut to suitable sizes and 
rolled. 

Description for uncut bandages. > Uncut bandages are cotton 
cloth of plain weave, in one continuous length showing no joints 
or seams, with well-formed selvedges. The cloth bleached to a 
good white, is clean and odourless and reasonably free from 
weaving defects and from seed and leaf debris. 

Description for cut bandages.- Same as for uncut bandages, 
except for selvedges which shall not be included in cut bandages. 
In addition, both extremes and edges of cut bandages shall be 
straight and evenly cut, with reasonable freedom from loose 
threads. 

Thread per dm: Warp not less than 107 and weft not less than 73 
Weight in g/m^ ;33 +5 

Length and width.- The length and width shall not be not less 
than 99 percent each of the length and width stated on the label. 
For cut bandages, each of the bandages in a packing complies 
with this requirement. 

Foreign matter.- Not more than 2 percent. 

Fluorescence.- When viewed undef screened ultra-violet light, 
not more than occasional points of fluorescence are observed. 
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Packing, labstling and storage. Bandage cloth shall be packed 
securely so as to allow normal handling and transport without 
tearing and exposing the contents. In packages of cut and rolled 
bandages, each bandage shall also individually be wrapped in a 
suitable paper. The net content is stated on the label in terms of 
length and width. Bandage cloth must be stored in packed 
condition, protected from dust. The packings of bandage cloth 
shall be labeled prominently with the words “Non-Sterile”. 

Absorbent Gauze 

S3monyms: Gauze; Unmedicated Gauze; Absorbent 
Cotton Gauze. 

Absorbent Gauze is cotton fabric of plain weave, 
supplied in various widths and lengths. The Gauze is bleached 
and free from any sizing, dressing or filling material. The yam 
used is machine spun cotton yam of suitable count to-comply 
with a bleached count between 12 tex and 18 tex in the finished 
fabric. 

Description.” Cotton cloth, plain weave, with a simple selvedge 
present on both sides to prevent unraveling of yam. The cloth 
bleached to a good white, is clean, odourless, reasonably free 
from fabric defects and adhering sand, debris from cotton seeds 
and leaves, or any other foreign matter. 

Thread per dm; Warp not less than 69 and weft not less than 53. 
Weight in g/ m^ : 19+5 

Length and width.- The length and width shall not be not less 
than 98 percent each of the length and width stated on the label. 
Absorbency.” Average sinking time not more than 10 seconds. 
Fluorescence.” When viewed under screened ultra violet light, 
not more than occasional points of fluorescence are observed. 
Foreign Matter,- Not more than 1 percent. 

Sterility,” If sterile the contents comply with the tests for 
sterility. 

Packing, labelling and storage.- Absorbent Gaiize is folded and 
packed with such materials and so securely as to protect its 
absorbency and allow normal handling and transport without 
tearing and exposing the contents. The net content is stated on 
the label in terms of length and width. The packages shall be 
labeled prominently with the words “Non-sterile”. If sterile, it 
shall be so stated on the label, and the packing method and 
materials shall be such as to maintain the sterility. The 
Absorbent Gauze must also comply wdth the sterility test. 
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Absorbent Gauze must be stored in packed condition protected 
from moisture and dust.”; 
ii) in SCHEDULE M, to the said rules, in Part I, after Part I-F, the 

following shall be inserted, namely 

“PART !-G 

SPECIFIC REQUIREMENTS FOR MANUFACTURE OF NON- 
STERILIZED AND NON MEDICATED SURGICAL 
DRESSINGS 

1. The premises used for manufacturing shall be designed, 
constructed and maintained to prevent entry of insects, pests, 
birds, vermin and rodents. Interior surface (walls, lloors and 
ceilings) shall be smooth and free from cracks and permit easy 
cleaning, painting and disinfecting. 

The manufacturing area shall be segregated into- 

a. change rooms for personnel; 

b. bleaching, washing and drying area; 

c. rolling and cutting area; 

d. labeling and packing area; and 

e. quarantine area. 

The whole area should be fitted with an exhaust system of 
suitable capacity to effectively remove vapors, fumes, smokes 
and floating dust particles. 

2. In addition to the manufacturing area, separate storage area 
for raw materials, storage area for finished products and 
quality control area shall be provided. 

3. Final washing and drying shall be carried out through suitable 
machine and after washing and dr^cng, the dried cloths shall 
be kept in a cleaned and dried area in raised platform made 
up of non-fiber shedding materials. 

4. Manufacturing operations like rolling, cutting, labeling and- 
packaging operations shall be carried out in a cleaned area on 
a S.S. -316 grade table top under the active supervision of 
competent technical staff. 

5. Primary packaging shall be carried out with tamper proof 
packaging materials. 

6. The furniture used shall be smooth, washable and made of 
stainless steel of 316 grade. 

7. The water used for final washihg of the cloths shall be of 
potable quality. 
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8. Testing arrangements as per Schedule F(II) shall be at the 
factory premises and all testing shall be carried out under the 
direct supervision of an approved analyst, 

9. There shall be written procedures for sanitation of whole 
manufacturing area. 

10. Following records shall be maintained in the manufacturing 
premises:- 

i. purchase records of the bandage cloth from the 
supplier; 

ii. testing records of bandage cloths (Than) for requisite 
specifications; 

iii. records for bleaching, washing and drying including in 
process control; 

iv. batch manufacturing records (Batch No. shall be 
assigned to the lot which is washed and dried at a time); 

V. testing records of finished products; 

vi. sale and distribution records; 

vii. complaint and re-call records; and 

viii. records of reference samples.”. 


[F. No. X41014/l/2006-DFQq 
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